
BI-uss~ls, 20”’ March 2000 

Dotkets Management Branch (HFA-305) 

food and Drug Administration 

5630 Fishers Lane, room 1061 

Rockville, Maryland 20857 

USA 

Dear Madam, dear Sir, 

Re: Comment to Docket 96N - 0277 

This lcltter contains the comment of Colipa to the proposed rule entitled “A(lditional 

(‘1.ilrr-ia and Procedures for Classifying Over-the-Counter Drugs as Cencr,~lly KPc-ognisrtl 

as Safe and Effective and Not Misbranded” (hereinafter “Proposed Rule”). 

Colipa is the European Cosmetic, Toiletry and Perfumery Association. It rppresrnts thp 

cosmetic. Industry as a whole in Europe. 

(‘olipa would like to express its sincere appreciation for the efforts of the FDA in moving 

iorward to revise long-standing policy of the Over-the-Counter (“OTC”) Review. CoIip~ 

,ll)l)t-cciateh the opportunity to provide input into a policy-making process that ~111 

~~ltim,~lely affect many European products sold on the US market. 

Col~pa supports the principal of eliminating the geographic restriction oi US m,lrkcting 

history as a requirement for eligibility for the OTC Review. Our letter oi 20 Dw-e~~~I~cr 

1096 alrrady supported this position in reply to the ANPR issued by the FDA. 

11s thr> FDA knows, many products that would be regulated in the United States as OTC 

tlrugi a~-c regulated in Europe as cosmetics. In contrast to the system in the Unitetl 

States, a product in Europe can be either a drug or cosmetic, but not both. Primary 

c~s,lmpI~s of this approach are sunscreens and most OTC dental products, which arc’ 

rc~gula~ed as cosmetics in Europe. 
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111 (his regard, we note the example of sunscreen products, which is instructiv~~. \YC <IIW 

,1\%‘,1r(’ that petitions have been submitted by several European companies sincr ~m,inv 

W’~II-S 111 support of inclusion of UV filtering agents marketed in Europe in thrl rrlevant 

( ) I C monograph on Sunscreen Products. 

l\‘t~ refer in particular to the following UV-filters: 

r Ethoxylated-ethylWaminobenzoate or PEG-25 PABA (or UVINUL P2.5) 

r Isoamyl p-methoxycinnamate (or NE0 HELIOPAN ElOOO) 

7 4-Mcthylhenzylidene Camphor (or EUSOLEX 6300) 

r ~,4,6-Trianilino-p-~carbo-2’-ethyIhexyll-l-oxil-l ,3,5-triazine OI- Octyl Trl,lroncl !ot 

IIVINUL Tl50) 

III the course of FDA consideration of these petitions, the Agency hclq I~WPI- rnrlir,it~~cI 

‘III\’ (oInccrns related to the European regulatory status of sunsc~reen 1)1-o(lu(.t\ ,W 

c-osmrtics. The sole issue standing in the way of their substantive consiticr,ltion ioi- 01-C 

ll>c)nogr,lph eligibility was that their marketing history was in Europe and 11ot 111 III~> 

lin~t~l States. The newly proposed policy, of course, removes thl\ arl)itr,lry h.lt-l.l(lr, 

wh(-h will hopefully not be replaced by another. We% also emphaslsc lh,lt <III 1our fi/l(>ri 

II~IW t)cen thoroughly reviewed for their safety by the EU Scicntiitc Committee on 

Cosmetic Products and Non-Food Products and have subsequently been t)ut c)n \h(> 

t)osltive Ii5.t of UV-filters (Annex VII of the EU Cosmetics Directive). 

\\ I-cga~-tis monitoring for safety under conditions of marketing, simil<Ir to I/)(’ rn;\ 

~(~~~~~rc~rnrnts applicable to OTC monograph drugs, EuroptJ‘~n man~li,~ct~lrcl-s ;1nd 

tllslrihlltors of cosmetics must keep records of reports of safety concern<. Jllst ~1s in t/1(> 

I111lt(~(l States, there is no mandatory reporting requirement, Ihough c\ulhol Itic+ h,lv(x 

f~uhll)itr~tl J wide margin of safety and an excellent safety record. In conclusion, \W 

t~(~II(~vt th,lt European marketing history for cosmetic products, \vhIch wo~rlti IW 

I~~s~II,II~YI in the United States as OTC drugs, should be accq)tecl to sLlpl]ort ~~llg~t)~lity ~OI 

t/if’ OTC Review. 

111~~ clulsting US regulations on sunscreen products and in I);lrticul;ir I IV-illttrs h~~(~ 

tltll,ic>cl <IIK~ still deny US consumers access to newer and higher I)c~liorming IJV-TIII(W. 

lll(s YDA route is not suited at all for cosmetic ingredients, whi(-h ~11.p (~mployr(l 111 ,I 

\I,I(~(, sprctrum of formulations, continuously adapted to changing Tltu,itions in tc‘l~m\ OI 

l)ro(lu( t c-ompo$ition and consumer preference. It is therefore critic,ll 1 haI th(’ IIC\Z () i(. 

I<~:\Icw triter-ia encourage entry of safe and eifective sunscreen products onto the rnarkc’~ 

l<lthor than to impose hurdles in terms of data requirements and eligihlity rul(l\. 

( .oncerning the Proposed rule on extent of marketing (proposed 3.{0. I4(ci(Z)(ii)) 1hc1 

I-(~cluirc~mc~nt to indicate the number of dosage units sold is cxccssivc ,~ncl \ho~~ld I)(% 

~q)lacc~l hy total quantity of product sold, with an extrapolation then br>ing m~~dc to 11~ 

n1lmb(\r of consumer units, based on average pack size. 



Tilt> Pt-oposed rule requires information on geographical and cultural intlrrt>nc-rh 

~,~~o~~~sctl 330,14(c)(2)(iii)). Again, it should be possible to refer to Iargcr JIKJS ,lnd 111(> 

I)ol)ul~ltion of the EU represents sufficient v ariability in terms of culture anti gcntlor to 

c)i)t,iin ,rtiequate feedback on population exposure. 

T;N~ Proposed rule on marketing history (proposed 330.1 -l(c)(3)) Lvill be rliific 1111 oi no1 

III~~~os~II~/~~ to obtain. We therefore ask the agency to consider the linlitalon oi ~I,II~I 
I)IOVI\IOI~ IO a [review of time and extent of marketing. 

( c)Iip~i I< very concerned that the Proposed rule does not lay down II~C linlits IOI 

I(‘VI(‘W of data to be submitted under the new criteria. Existing history with I)(‘litioll>, 

tl,tting I),lc-k to more than twenty (20 years ago, delmonstrates a futurr need for tinl(xl\, 

progress in this matter. We do hope that the Agency will t,lk(x YI-iously IIIIO 

Consideration the need for well-defined timings to progress with the newly ritrll)ll<J1(‘(( 

(-1 Ittri~i. This is especially critical if the Agency will not permit Interiln m,~rkc~~~rlg OI 

1 )I-otiuc ts c-onccrned. 

( o11p~1 strongly supports third party review of submitted data undctr tht> PI-oposc~l r11It1, 

.I\ <I means to avoid spending undue time within the established procrclurcs. 

(.c)lip~i J)clicves that the establishment of criteria for eligibility based on ~orc~gn 

Ill,lr/\klting tl,\ta is overdue. Colipa is confident that European markc~ling histor), ~/lo~ll(i 

IN> more than sufficient to allow addition of the four listed UV-/iltPl-s IO 1i1(1 c)xihling I !S 

\(11iscrcc’ns OTC Monograph. 

>,I:( (‘Id\. Yowl, 
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